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INFO OCT-01 EUR- 1 2 ISO-OO OES-06 EB-07 COME-OO /032 R 


DRAFTED BY :EHEW/FDA:LRSHELTON, DIRECTOR 
APPROVED BY :OES/APT/BMP: WJWALSH, III 
DHEW/OIH : B RO Y STER 
EUR/WE:JFDOBBINS(INF) 
EUR/NE:CWSCHALLER(INFO ) 
EUR/NE:DJDOHCHI(INFO) 
EUR/CE:KAKURZE(INFO) 

EUR/NE:KHSHIRLEY (INFO) 

070727Z 100341/15 

R 070008Z JAN 77 
FM SECSTATE WASHDC 
TO AMEMBASSY COPENHAGEN 
AMEMBASSY OSLO 
AMEMBASSY BONN 
AMEMBASSY THE HAGUE 
AMEMBASSY PARIS 


UNCLAS STATE 003161 


E.O. 11652: N/A 

TAGS: OGEN, OTRA, TBIO, DA, NO, NL, FR 

SUBJECT: FDA REPRESENTATIVES PROVIDING CONSULTATION TO 
DRUG MANUFACTURERS 

1 . FDA ADVISES THAT TWO INVESTIGATORS - FRANK BARNES AND 
GERALD SCHOLZE - WILL BE IN EUROPE FEBRUARY 12-MARCH 14, 

1977 TO INSPECT FIVE ANTIBIOTIC-PRODUCERS AND TWO DRUG MAN- 
UFACTURING CONCERNS. 
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2. THESE VISITS WILL BE MADE TO DETERMINE IF THE FIRMS’ 
FACILITIES AND OPERATIONS ARE IN ACCORDANCE WITH CURRENT 
GOOD MANUFACTURING PRACTICE REGULATIONS, AND TO REPORT ANY 
SIGNIFICANT DEVIATIONS IN THEIR PROCESSES OR CONTROLS WHICH 
WOULD HAVE AN ADVERSE EFFECT UPON THE SAFETY OR EFFICACY OF 
THE PRODUCTS BEING SHIPPED TO THE U.S. 
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3. ITINERARY: 

FEBRUARY 12: ARRIVE COPENHAGEN 
FEBRUARY 14-15: INSPECT NOVO 
FEBRUARY 17-18: INSPECT DUMEX 
FEBRUARY 21-22: INSPECT LUNDBECK 
FEBRUARY 23: TRAVEL TO OSLO 
FEBRUARY 24-25: INSPECT APOTHEKERNES 
FEBRUARY 28: TRAVEL TO BAD HOENNIGEN 
MARCH 1: INSPECT KALI-C;EMIE 
MARCH 3: TRAVEL TO DELFT 
MARCH 4, 7: INSPECT GIST 
MARCH 9: TRAVEL TO DAX 
MARCH 10-11: INSPECT RESINIQUES 
MARCH 14: DEPART FOR U.S. 

4. ASSISTANCE OF POSTS WILL NOT BE REQUIRED. 
KISSINGER 
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